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' _Percocet Endo
Isoptin SR 120 MG Knoll
2. Dose, frequency & route used 3. Therapy dates @t unknown, pive durstion)
" 6TABS DLY PO | 1998 - 12/1999
*2 QD PO |"™ 12/02/1999 - Unknown
4. Disgnosis foruse ( ) 5. Event sbated ‘:.hruu
Y stopped reduced
(] we twestoning [[Jrequirea iarverdion o prevent M +low back  pain due to osteoporosis " - ot
(] nosciakzation - kel or prolonge ] other: n2 Hypertension O O™
Yo 12/15/1999 4 Qo ot S Lots (fknown) | 7.Exp. date (¥ known) nl= U W
"""m m"‘“m 02/01/2000 5. Event resppearsd sfter
&. Deacribe event or preblem :_UE.K.__ reintroduction
" no fog]doesnt
Initial notification(12/28/99): _UNK | O U+ M0
A T1-year old female patient was hospitalized for an AST T ' w2 [Jye [e Mg
LEVEL OF 2,000 IU/L while participating in an open e Comcomiiat woedical prodects s therapy Gates prpoery
labs:lled post m::oe::g s:l:y tlfor lsopd;in SR. She v;as also Potassium Unknown
taking Percocet ge erapy dates unknown s
concomitantly for pain control. She had a history of Acetylsalicylic acid Unknown
hypertension and coronary artery disease and was started on Ornade Unknown
Isoptin SR 120 mg QD for hypertension on 12/02/99. On
12/15/99, the patient’s blood was analyzed and found to have
an AST level of 2,000 IU/L, prompting her hospitalization. * office dress. (& miring sha for devices) 2. Phone Number
Her prothrombin time and hematocrit value were 8 secs and (610) 558-9800
on the night of admission and was transferred to ICU. 223 Wilmi . oty
. ilmington West Chester Pike
Treatment (not  (cont. on followi e [ toreign
reament (R0t ( "8 Fage) Chadds Ford, PA 19317 =
[[] serature

ry™ ey dats, Including dates 4. Date raceived by manufacturer s, E::':limd
. ¢ -
Tex Vae Uns  Due " 12281999 WAt BEI06 ) ey
AST 2,000 1U/L 12/1511999 | I¢ o, protocoi s IND # 0 y
PLA#
pre-1938 Dyu D distributor
T {m m apply) orc ] other:
product (yes other:
[ scay [ 15-day 8. Adverss event term(s)
— — — [ 10day [ periodic SGOT INCREASED
A relevant . dical tions al 3 3
O N Moo tmose: reswberans dyshinction oe) [ sl gz} osowsp# 1| FIBRILLATION ATRIAL
Had history of hypertension, coronary artery disease, Jo. wr. report number
hypercholesterolemia. P ¢1999-00
*Had history of osteoporosis causing low back pain. 1 174

E. lhitial reporter

1. Name & address ) ahone # (973} 426-2600 \CC()
Rossano Cornejo, MD
Knoll Pharmaceutical Company
Swbmissien of a report docs not censtitute an Mount Olive, New Jersey 07828
FD A sdmission that medical personncl, user facility, 2. Hesith professional? 3. Occupation 4 l'v:i:l r-wor:-r ::
report to

distributor, manufacturcr o product caused or Mys [mo Specialist, CDS
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Section BS, Description of event/problem continuation (as necessary):

specified) was initiated. The outcome of the events is unknown. The investigator considered the events as unlikely refated to the
study medication.

*Follow-up information (01/27/00):

On the night she was admitted to the ICU for atrial fibrillation, patient was given a total of 25 mg of Atenolol IV drip. Isoptin SR
was discontinued. She was taking Percocet 6 tablets/day concomitantly for low back pain for approximately one year. The
investigator reported that the liver enzyme elevation was due to liver toxicity caused by the acetaminophen content of Percocet and

Tylenol which patient was taking for low back pain. The patient recovered with sequela on 12/27/99 and was discharged from the
hospital.

This report was received from Knoll Pharmaceutical Company.

Section B6, Relevant tests/laboratory data continuation (as necessary):

Test Value Units Date
Hematocrit 20 %
Prothrombin time 8 ' sec.

Section B7, Other relevant history continuation (as necessary):

Sections C1-8, Suspect medication(s) continuation (as necessary):

Lot# Event sbated/
Neame Dose, frequency & routs used Therapy dutes Diagnosts for uss Exp. date Event resppeare
*Tylenol TAB PO Upknown - 12/1999 low back pain UNK NA
NA
Section C10, Concomitant medical products continuation (as necessary):
Neme Therapy dates
Aerobid Unknown
Valium Unknown
Albuterol Unknown

Section G8, Adverse event term(s) continuation (as necessary):
ANAEMIA
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